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" Current regulatory trends, polic;es, and procedurés
‘greatly affect social studies research using huwan gsubjects and
evaiuation ¢f that research. The legal source of protection of human
"subjects is the National Research- Act of 1974. The law stipulates

" that rights of research subjects gust be_protoctéd and that the
responsibility is on the researcher to inform the subject of

. - Pprocedures and possible consequences of the research. Problems occur

- becausé -local review boards mcnitor the research activities of their.
organizations. They ‘have the rotentiality to extend and abuse their

- Lole through their power to define what constitutes research and to
determine what research 'they can centrol. In reference to some -~ , .
policies and procedures instituted by human subjects committees of
educational institutions, it appears that the rights ¢f researchers

. themselves are violated., I "regulating: research, possibilities of

- violation of the :first améndment, the American system of justice, and
academic freedom exist. Sdcial studies researdh is affected by

.reductlon in the amount of expemipental research and the number of
subjects involved, and by the fact that subjects must have prior
knowledge bf the purpose, natute, and direction of the research. '
Also, a great deal of tinme and. roney sust bé spent .in obtalning
consent. The conclusion is that any external control of the researcﬁ

, commurity .should not 'go 'by unchallenged.,(KC) o e ~
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Protection of Human Subjects: Imp11cations for Social Studies Research
'f : . - K

_This paperlis chief]y'concerned uﬂth the possible effectslof federa] re-

gulations and the 1mp1ement1ng policies .and procedures of 1oca1 institutions

b

with regardﬁlo research with human suydects The primary assumption of the

paper is that since’Basic research in social studies educat1on is essent1a11y

concerned with human subJects, regu]at1on of such research by ‘those externa]
to the profession should be taken sertgusly. The thesis of the paper is that -
Pcurrent reuu]atory trends, po]icies an% procedures are having a revo]utionary
effect upon the research tHat the commun1ty of soc1a1 stud1ei scholars is do1ng

i ,
and that which they are capable of doing, as.well as on the summitive and forma—

>~

1]

tive evaluation related to “hat research. ' N .

>

Brief H1story of the Regu]ation of Research with Human SubJects'

The beginning point “of much of the regu]ations and po]1c1es govern1ng
research with human subqects has been the Bec]arat1on of He]s1nkt, a document
.prepared by the World MedfcalgAssociation. The -principles andlstandards
set forth in this document were not intended to replace, substitute for,. or
'hlguide crimina] and civil, responsibilities; They were simply tc serve as a -
guide’to medica] doctors engaded in c]inica] research. The Declaration
-,emphas1zed that the health of the patient shou]d be the first consideration.

*

[t further stipu]ated that in hon -therapeutic research’Xhe nature purpose, and

risk shou1d\be exp]ained to the "patient" and that the patient must give consent
in wr1t1ng wh11e mentally and legally in arfree cho1ce "capab]e state."- Psycholo-

gical as we]] as psych1atr1c medical practices were not on]y considered in this

-

document, but paramount. Freedom to withdyaw permission by the patient was also

~ stipulated as a condition for consent. ' - : ' '

-

Though it was not the.inteqf of this Declaration to dictate legislation,.

it stimulated thinking in legal circles. The major legal source of protection

-
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' Nationai Research Act (PubligcLaw 931§48) enacted by Congress in July of

-

. . . 1 ’ .
of research'wi'th human subjects dn $e United States, is derived iirom the

' 1974. This law in effect stipulated that protection of rights of research

o

.Education and Welfare and publish

“institution

subjects must be protected and placed responsibility upon the researcher to

inform the subject of his/her rights.. Rules and regulations ré]atjng to ' /)

protection of human subjects were‘deve]oped by the: Department of Health,

in the Eederai,Register on March 13, 1975.%

‘teeing compYiance. The policy formulated in the guidelines included as its

involved 1in "research primarily with the educational institutions “Any -

hich wanted to be considered for funds from the Federal Government

was, in fact

-

sure to comply and deverp an approved poiicy .
- 1 & . ">

An inStithtion review board was Snipuiated in the ptan: -This board was

¢

to certify as approved any research acttivity which was sdbmitted to D H E.W. . ,

which involved human subjects. The re iew was to establish if subjects would

bé/p]aced “at

)

ish}*and, shou]d‘this bg so, 1f risk5-were outweighed by benefits.
Both the right and we]fareiof subjects had'to be.protected and avlegai, effective,
and informed cansent procedure guarante-d Consent: of subjects meant that they

not only knowingly agreed -to the. proced re but knew the possib]e consequences

that might occur. The review board was aJso to 1ook for assurance of review of

\

the conduct of the activity involved. The researcher had to do what he or she
\ - : . o ’ .

9 i d .
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said they were gofng to . :fhe regu1ations’specifica11y ;tibu]ated that
grants ar contracts would be made on]y to iqdividua]s aff111ated with in-
stitutions.which cou]d and did assume respons1b111ty for protection of
subjects. Each inst1tut1ona]’rev1ew board was required 'to submit to the

Department of Hea]th,lEducation"and Welfare, a set of general assurances

describing the procedures for review and evidence of their implementation.

.

Institutional Imp]ementation . .

Most organizations 1nv01ved in education have qu1ck1y developed procedures

v

for protecting subqects of reseafch. Unfortuhate]y, to all appearances the
great hanging sword of governhental support ahd governmental Qrants and the
threat of suit have been more powerfel motivators in this accdmpjfshment than
any real concern for justice to subjects. However, this_hay be unfair, In
many instances these procedures and the hugan zea]ousness in 1mp]ement1ng
them has far exceeded the charge and. the respon§1b111ty There have been /
repeated’overreact1ons and instances ;here 1oca1 review boards haverexceeded
the1r authority in deve]opment of 1oca1~pol1c1es from suitabie open ended ‘4.
guide11nes Exce§s1ve zeal or.fear has caused institutional move: without

consideration of consequences or ramifications. One of these may be that'
N . . g A LY

review committeeshave been endﬁ?ﬁ with bewer to accept or deny all re;éﬁrch
proposals wfth%n institutions whose pronounced purpese is to do'researth.

Such authorit& has tepded to creéate a substantial "poher—base“»for the indi-
vidua]s 1nvo]ved 1n its adm1nistrat1on Bureaucratlc types of ind1vidua]s
"appear to khow how to embelish th1s\§¥pe of, power and to extend and accumulate
it. No process of appeal of the committee's decision is required“by the *

D.{.E.W. regulations.” Substantially, the 1nd1vidua1 researcher or reeearch

grPup'has no Fecourse'Eut to submit to any ”requests"'that the committee makes.

s
\
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Review boards may even extend their authority in twd,ways:. ‘First as an
. approva] granting group they can examine not ohly those questions re]ated’to :
protection of human subjects. in-a research pr0posa1 but 1ook at .the total
'de51gn of that research. This is. perhaps, a natural tendency since boards are
. composed mo\t]y of 1ndiv1duais interested in research with human subjects them-
selves and involved in research design q estions. A. second extension of power,
_islthat the committees define what constftutes research and over what'researéh
they'have power. A maJor policy question reTates to 1dent1f1qation and defini-
tion of "risk" and "Jeopardy" to the student.When is a student at risE§ A
second question is - What ?s.research? Most review boards look not only at ‘
funded research, but at a]iyresearch activities involving any employee of the

<

institution either as principle researcher or as director. Such research in
\

an 1nstitution of education includes all work done by students of staff members.

Takenﬁ;o its ultimate, these barameters may extend to a]] teach1ng -learning
activ1ties Since no process of appea] has been regu]ated committee power‘hp
"becomes absolute. It creates a stifling de%errent to research and perhaps an

3

invasion of the rjghts\of a number of indiv1duais. P

‘1 would contend that\in some respects this regu]atory'ins%rumentation by

' 1nstitutions has failed to recognize that the researchers are themse]ves human
- beings possessing of - rights. The protection of the rights on dne group of
individuals by the restriction of the rights of another relegates the second
group.to Second class.status. The following impﬂtations might be arguable in -
" reference to some restriction po]icies.and-procedunes instituted by human

“subjects committees of educadional institutions.
3 ¢

1
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'(1f There ex1sts a possibility of v101at1on of the first dmendment to

: the U.S. Constitution. This amendment guarantees to all citizens

L)

L/ B ’ (1nc1ud1ng researchers) the rights of freedom of speech and of the
| | | ’press Whén regu]atory power is extended to reports in’ pub11cat1ons
" done at private expense or at no expense there 1is at 1east a ‘suspicion
that this r1ght is in jeapardy. ) f T
c (2)‘ﬂThere is often contradiction of that fundamenta] assumpt1on of the
‘American system of justice that a "cr1m1na1“ is innocent unt11 proven

guilty. When the re;Ehrcher is requ1red-to provide guarantees of.

protection of'rights before the research is conducted, there is.

*little quest1on that guilt is assumed unt11 innocence -is proven N o
& v il *
(3) There is a cha]]enge to academic freedom 1mp11ed by many of the
\

]
)

' | powers delegated to or assumed by review baards..

The Nature of Change in Research o T o

I stated earlier that regu]at1ons re]ating to human subjects would have
~a‘revol 1on1z1ng influence upon the nature of social studies research itself.’
T would 1)ike tod advance three propos1tions rega]!.hg the nature of this change.
_ First, the federa] reguTations and -the . implementing po]1c1es of 1oca1 1nst1tutions
are and w111 continue ta reduce the amount of exper1menta1 research and the
e number’ of- subJects 1nvolved in such research as well as- other research efforts‘ .
where the subJects WTIT pe considered at risk. Second]y, 1nst1tut1ona1 bureau- i | R
cracy created to 1mp1ement th% regu]at1ons has and’ will comp]icate and s]ow a11
.research efforts. where human Subjects are }nvolved Third]y, I would suggest
‘that the regu]at1ons Will effect research methodo]ogy and especially it has
Lntroduced an 1ndependent varjab]e.which will have yar¥1ng,and impossible to .
meastre effect op individual studies. .fhat variab]e‘is the. forehand knouleﬁge |

of the subjects of research concerning the buroose, nature and direction of the

S T .
. 1 A N
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e
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: research effoct {n which they are jnvolved.- I would like to discuss each

v

e Of these propos1t10ns br1ef1y notlng some of the pos1tive as well as negative

ramif1cat10ns of each. . ‘ r /’_,,;
< .

Reduction 1ﬁ Experimental Research

. %
The ‘reduction of research of an experimental nature is almost an aut;;a%ic
conclusion. The federal requlations speciﬂica]]y add expense and dif%icu]ty'

to research effort. Informed cdnsent adds to~personhe] time as much as .paper .

. ' o
. cost. The supervisory procedures required are also costly. kt

\

v

~ In addition to the expense, parental consciousness is raised. Resentmemt
' L

caused by children being involved in research may be high. When dealing with

minors_such parental, as well as student consent is legally required.

L

To many pub]ic school officials a policy of obtaining informed consent is
ffactor wh1ch offsets any benefit to students that the research m1ght have.

L

: Ptec11pes any sense of profess1ona] obligatien that they feel. 1 have talked
to several public school administrators who were very negat1vafabout the require-
menfs. One school official described the procedures as hpargnt harassmént" and
claimed that he would absolutely refuse\any research phoject_that required

such parent consent. Others have said—that they felt ‘the requirements of
pehmission that were .required within the sdthlﬁ@&ﬁtem here sﬁfficientfané‘

they would limit any current procedure within their framework. It. does seem -
.somewhat redundant to deal with the requirement of two educational organ1za-

t1ons, but under the federal regu\at1ons this seems 1mposs1b]e to avoid unless

one local authorjty abdicated its power to another.

. _ . )

Looking at Dissertation Abstracts I found support for the thesis that

research with human subjgets would decline due t‘the regu]atlons S1mp1y

examining the chaﬂ!z in.dissertations was revea11ng I noted considerable
J . :

change between 1970 and 1978. 1 would specu]ate that the percentage of

! 8 .
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experimental studies has been considerab]y‘reduced and that far smaller samples

are being used 1n‘more recent studies. It wou]d be foelish to attr1bute any

such change fo the regu]ations alone, but their. 1nf1uence cannot be 1gnored

-

On the pos1t1ve side, the reduction of exper1menta1 research is not a]together

undes1rab1e Lack of clarity in purpose, sometimes called m1nd1essness, has

been a concern about both teaching and research in education. Shaver (1977, 1979),

Larkin (1978), Suppes (1978) and Kerlinger (1973) are among those -who have
-
expressed concern that true impact of research upon education has been lacking.

‘ Lark1n "(1978) attr1buted the fa}]ure to a 1ack of true dedication to sx\n1f1cance

among researchers. Shaver ﬁ..@ stressed preoccupation. with the "stat1st1ca]
prem1se,”'wh1ch he saw as difficult to change, dom1nat1ng force in research in
education. It may well be that the regulations of research with human’ subjects
will bring greater care and concern for purposefulness and for c]ar1f1cat1on of

purposes for that research which is conducted At the same time a tighter contrd]

on “the adherence of researchers to p]anned and‘pre determined procedures is

.automat1c % The information g1ven to sbeects as condition to their part1c1pat1on

mandates that adherence: ' ST

An added  effect may well be a reduction of the status pf the "statistical

" bias," an acceptance of a broader range of research techniques, and a greater

4

concern that research be of benefit to all subjects involved.

Effects of Local Bureaucratic Controls

I would like to deal with this guestion in a very.cursory manner. The ~ -
1ntroduct1on .of any single approva] step in an 1nst1tution of -any-size may

cause pr0gects te)be delayed by as much as a month to a year. This is s1mp1y

‘because the work 1nvolved it such steps is done by committees which meet monthly

—_—

or less often. Thelneed.for:“the approval of thé committee may mean that research

1
t .

o
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projects may need to be'planned a year in advance from conception to implemen-

tation. - S "
Methodalogical Effects _ \ .

. . The major fnf]uehcing factors in the regulation of research with human

~ ’ N 4 ) ’ . .
subjects which have to do with research methadology relate to the informed o

consent given by' the subject of research and with sampling procédures.
. y = -
Federal guidelines mandatesproof_from the researcher that subjects have
willingly agreed to participate in any research- study. Their'agreement\must be

on- the bas1s of informed consent. Informed consent means not only that subJects
N »

have not been coerced in any way.into part1c1pat1on, but that any and a]] , -~
foreseealyle coﬂsequences of their part1c1pat1on has ‘been clearly descr1bed to }

.Jﬂﬁs\xhem. In the case of minor subJects of research the consent of the parent or
. ‘:‘y:-_r ‘\' . 231’\ A : b
. v 1ega1 guardian 1s requ1red as we]] as, or 1nstead of the subJect s own‘consent

g

Th1s means that the part1¢1pant may be coached at home or tutored In~any event,

o

attitudes will be 1nf1uenced in a variéty of ways. The researcher must therefore
spend a great deal of personel time in the  obtfaining of such conSent
, and must buffg the questions surrounding it into design and ana]ysws. ':

‘ ¢

- Bl

A major - influence \\ of the human subjects-regulations is fe]t in the i

area of samp11ng or se]ect1ng research subJects for research efforts ’/Researchers

L

. I ' ’."
7‘\<i in social sciences will need to act w;tﬂ'cohs1derab1y more caution and effort. oy
. _ ) - | o
~ Informed consent is in itself a variable which eliminates the possibility \
" of random selection from a total population. If the subjegts of research not
. CF | '
only know the purpose of treatment but agree to it they are at once different .

' from those~in the population who do not understand or agree, It should be

noted that it ,.impOSSﬁb]e ‘ under‘H.E.w. guideTines_to determine what,:'

”




.5‘addieiona1‘1nf1uences may resu]t. '

v

if any, effECt prlor kn0w1edge of the purpose of a study has on the performance

of SubJect in that study. ' Hawthornetype effects a(e unavoidable and, poss1b1e
s

A\ : B . .

Po&we influence “upon methodo]ogy of research may be seen in clearer
desernptwon of treatment and therapeutic cons1derat1onlbf a]] treatment\groups
1nc1ud1ng contro]s The resgarcherwnaybe required to account for the teaching-

}earn1ng activity w1th those who refuse to partieipate Thus the researcher must

" bea bit Jnore serious in h1s/her intent to do the research for the benef1t of

the subJects - not Just to complete a part1cu]ar prob]em“or solve a cur1051ty N

* R >
L

_Conc]usio

%' . . -.’

I am th d1sturb d- that a fear of research and need to contro] research .

Pl
L

mood prevaiis in. legislatures. The public is a]ways susp1c1ous of research
and should'be.’ Ne1ther am | d1sturbed by the vary1ng ram1f1cat19ns of human

research regu]at1on As 1 have indicated in this paper there are pgs1t1ve v

b .
aspects of this influence as well as negat1ve What does concern me is the

—”

‘profession's unquest1on1ng acceptance of the ]eg1s]at1on, the HEw gu1]d11nes and

“the local }mp]ementat1on. We have added to the grow1ng pile of comfuskd, whim

54

c0ntro]1ed'bureaucracy and external rng]ation that pervades our’professional .
ex1stahce Ne have qu1et]y ‘Ecqu1esced to 1ns1stance on "non- deC1s1on making."

Th1s term was descr1bed TBachrach and Bartz, 1962) as the "mobi]1zat1on of
] ® . LI
b1as" within an 1nst1tut1on to prevent d1chss1on of unsafe and undes1rab1e -

questions, and avoid identification of issues and,a]¢ernat1ves. } S\
. . /

- ) A -

/

This. paper has presented‘a very subjective ov9rv1ew of some of the issues
1nv01v1ng poss1b1e effects of human subjects research It would be easy to
exaggerate this influence either by *intent or acc1dent To do so would be, ¢

unrealistic. The® complexity of var1ab1es influencing research, ought to be

E

_recognized as well as the rat r questionab]e efficacy of past research. ,
L4 - N
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Shaver ‘}979 for example% has questioned whether mOst studies have had any
positive discernable impact upon education pract1ces Other resedrchers and

educators have voiced equa] skepticism about the research that has been done
in the past. . i : | '
. ’ . - * i ) K

e . : .-

Nonetheless, I'do not feel that any external control or actusation of the .
research community shou]dxgo by uncha}%enged and uanestioned'?Kiﬁsgg/Gartich]ar'
controls seem to have passed~w1th f1tt1e mare than grumb]ing, mutterlng complaint

1nto bureaucrat1c rea11ty [ maintain that it will fnf]uence future research

E great]y and that we need to take.a very spec1f1c and carefu] Took at Just‘what

-0

" the 1nf1uencé\ﬁs go1ng to.do ‘for the purposes of , research th%aéﬁlves

. . ! ). - -.r , [

-,
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